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Food and Drug Administration, HHS § 820.198 

production procedures, and production 
environment specifications; 

(c) Quality assurance procedures and 
specifications including acceptance cri-
teria and the quality assurance equip-
ment to be used; 

(d) Packaging and labeling specifica-
tions, including methods and processes 
used; and 

(e) Installation, maintenance, and 
servicing procedures and methods. 

§ 820.184 Device history record. 
Each manufacturer shall maintain 

device history records (DHR’s). Each 
manufacturer shall establish and main-
tain procedures to ensure that DHR’s 
for each batch, lot, or unit are main-
tained to demonstrate that the device 
is manufactured in accordance with the 
DMR and the requirements of this part. 
The DHR shall include, or refer to the 
location of, the following information: 

(a) The dates of manufacture; 
(b) The quantity manufactured; 
(c) The quantity released for dis-

tribution; 
(d) The acceptance records which 

demonstrate the device is manufac-
tured in accordance with the DMR; 

(e) The primary identification label 
and labeling used for each production 
unit; and 

(f) Any device identification(s) and 
control number(s) used. 

§ 820.186 Quality system record. 
Each manufacturer shall maintain a 

quality system record (QSR). The QSR 
shall include, or refer to the location 
of, procedures and the documentation 
of activities required by this part that 
are not specific to a particular type of 
device(s), including, but not limited to, 
the records required by § 820.20. Each 
manufacturer shall ensure that the 
QSR is prepared and approved in ac-
cordance with § 820.40. 

§ 820.198 Complaint files. 
(a) Each manufacturer shall main-

tain complaint files. Each manufac-
turer shall establish and maintain pro-
cedures for receiving, reviewing, and 
evaluating complaints by a formally 
designated unit. Such procedures shall 
ensure that: 

(1) All complaints are processed in a 
uniform and timely manner; 

(2) Oral complaints are documented 
upon receipt; and 

(3) Complaints are evaluated to de-
termine whether the complaint rep-
resents an event which is required to 
be reported to FDA under part 803 of 
this chapter, Medical Device Report-
ing. 

(b) Each manufacturer shall review 
and evaluate all complaints to deter-
mine whether an investigation is nec-
essary. When no investigation is made, 
the manufacturer shall maintain a 
record that includes the reason no in-
vestigation was made and the name of 
the individual responsible for the deci-
sion not to investigate. 

(c) Any complaint involving the pos-
sible failure of a device, labeling, or 
packaging to meet any of its specifica-
tions shall be reviewed, evaluated, and 
investigated, unless such investigation 
has already been performed for a simi-
lar complaint and another investiga-
tion is not necessary. 

(d) Any complaint that represents an 
event which must be reported to FDA 
under part 803 of this chapter shall be 
promptly reviewed, evaluated, and in-
vestigated by a designated indi-
vidual(s) and shall be maintained in a 
separate portion of the complaint files 
or otherwise clearly identified. In addi-
tion to the information required by 
§ 820.198(e), records of investigation 
under this paragraph shall include a 
determination of: 

(1) Whether the device failed to meet 
specifications; 

(2) Whether the device was being used 
for treatment or diagnosis; and 

(3) The relationship, if any, of the de-
vice to the reported incident or adverse 
event. 

(e) When an investigation is made 
under this section, a record of the in-
vestigation shall be maintained by the 
formally designated unit identified in 
paragraph (a) of this section. The 
record of investigation shall include: 

(1) The name of the device; 
(2) The date the complaint was re-

ceived; 
(3) Any device identification(s) and 

control number(s) used; 
(4) The name, address, and phone 

number of the complainant; 
(5) The nature and details of the com-

plaint; 
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